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when compared to the placebo and to l-desoxyephedrine alone. 
The Bureau's evaluation of these studies is contained in my 
May 4, 1981 letter. 

The studies indicate that the aromatic mixture has an adjuvant 
type effect when combined with l-desoxyephedrine, i.e., 
although the aromatic mixture when tested alone has little 
effect, the effectiveness of f-desoxyephedrine is enhanced when 
combined with the aromatic mixture. 

Paragraph 5 of the agency's “General Guidelines for OTC Drug 
Combination Products, September 1978" (a notice of the 
availability of these guidelines was published in the FEDERAL 
REGISTER of November 28, 1978 (43 FR 55466)) provides that "in 
some cases an ingredient may be appropriate for use only in a 
specific combination or data may be available only to support 
the use of the ingredient in combination but not as a single 
ingredient. In such cases the ingredient will be placed in 
Category I for use only in permissible combinations and not as 
a single.ingredient." 

Based on the above guidelines and the data reviewed, the Bureau 
is classifying the 150 mg aromatic mixture alone (i.e., camphor 
(54 mgh menthol (80 mg), methyl salicylate (11 mg), bornyl 
acetate (0.2 mg), and lavender oil (4 mg)), as Category II; and 
the 150 mg aromatic mixture in combination with 50 mg of 
1-desoxyephedrine is classified as a Category I topical nasal 
decongestant to be administered by a nasal inhaler. The 
proposed adult dosage of the combination is two inhalations in 
each nostril not more often than every 2 hours from an inhaler 
that delivers in each 800 mL of air O.-O4 to 0.15 mg of 
l-desoxyephedrine. In keeping with the guidelines established 
by the Panel (41 FR 38333), the dosage for children 6 to under 
12 years of age is one-half of the adult dosage. Because 
neither l-desoxyephedrine nor the aromatic mixture caused 
rebound nasal congestion when inhaled every 2 hours six times 
daily for a 7-day period, the use of the combination of 
l-desoxyephedrine and aromatics will be limited to not more 
than 7 days rather than the 3-day limit that the Panel 
recommended for other topical nasal decongestants that cause 
rebound congestion. 

The Bureau intends to recommend to the Commissioner that the 
agency respond to these data in the above manner in the 
tentative final monograph for OTC nasal decongestant drug 
products which will be published in a future issue of the 
FEDERAL REGISTER. Following that publication, you will have 
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the opportunity to object to the agency's conclusions or to 
submit additional data. In the interim we would be glad to 
discuss these data in more detail if you feel it is necessary. 

We hope this information will be helpful. 

Sincerely yours, 

William E. Gi 
Director 

ertson, Pharm. D. 

Division of OTC Drug Evaluation 
Bureau of Drugs 
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